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DETAILED ACTION 

Informalities 

1 . Acknowledgement is made of Applicant's Response dated 1/10/2006. 

2. Claims 1-8 and 50-63 are currently pending and are the subject of this Office 
Action. 

Specification 

3. The abstract of the disclosure is objected to because it is not descriptive of the 
claimed invention. Correction is required. See MPEP § 608.01(b). 

4. The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 

Claim Rejections - 35 USC §112- Written Description 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 1-8 and 50-63 rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The amended claims recite a method of 
treating obesity. However, there is no disclosure in the Specification as to what 
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aspect(s) of obesity are being treated, e.g. whether the instant method treats obesity by 
inducing weight loss or treats the symptoms and conditions associated with obesity 
such as insulin resistance, Type II Diabetes, and hyperlipidemia. 

Applicant's arguments filed 1/10/2006 have been fully considered but they are 
not persuasive. Examiner is aware that the Specification defines obesity and states that 
the present compositions can be used to treat obesity, among several other conditions. 
However, the Title, Abstract, and Summary of the Invention give no indication that 
obesity is among the diseases or conditions intended to be treated in the methods of the 
claimed invention. For example, the Summary of the Invention only describes a method 
of "modulating Type 2 diabetes in a mammal" and the Title and Abstract only mention 
the treatment of symptoms and conditions associated with obesity, namely insulin 
resistance, Type 2 diabetes, and hyperlipidemia. No working examples or description of 
a method are given in the Specification indicating the inventors had possession of the 
claimed invention (i.e. method of treating obesity). 

Thus, despite the fact that the Specification defines obesity and states the instant 
compositions can be used alone or in combination therapy with other agents that are 
used in treating obesity, the Specification does not provide adequate written description 
of the use of the instant compositions to treat the underlying cause of obesity (i.e. 
overweight). A method of treating obesity would naturally include a reduction in weight 
in order to lower the body mass index (BMI) of the patient. However, the Specification 
makes no mention of the instant compounds being capable of reducing weight, nor does 
it clarify what aspects of obesity the instant compounds are intended to treat. 
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For example, if the method were drawn to preventing the onset of obesity, the 
method would have to prevent a person from becoming overweight (i.e. it would have to 
prevent weight gain). If the method were drawn to alleviating the symptoms or 
complications of obesity, the method would have to treat conditions such as Type 2 
diabetes and insulin resistance, for example. If the method were drawn to eliminating 
obesity, the method would have to be capable of reducing the weight of a person who is 
obese so that their BMI is below the threshold that defines obesity. As recited in the 
instant Claims, the method is simply used for "treating obesity" and the Specification 
does not provide adequate written description as to what aspect(s) of obesity the 
methods are intended to treat. 

In light of the above, the previous rejection of Claims 1-8 and 50-52 is 
maintained. Additionally, newly added Claims 53-63 are now rejected under 35 U.S.C. 
112, First Paragraph (Written Description). 

6. Claims 57-63 rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. The newly added claims recite that a second 
antiobesity agent is also administered to a mammal in combination with the compound 
of Formula I. However, the disclosure does not state in what dose the second agent will 
be administered. 
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There is insufficient written description for a combination therapy combining a 
second agent (antiobesity agent) with the first agent (compound of Formula I). The 
Specification describes a combination therapy wherein the compound of Formula I can 
be administered with an antiobesity agent. However, the disclosure does not state in 
what dosage the second agent will be administered. For example, is it the intent of the 
Applicant to administer the second agent at a comparable dose to that of the first agent 
(i.e. 1 : 1 molar ratio) or at a much higher or lower dose? There are no examples in the 
Specification of the present compounds being used in combination therapy to treat 
obesity and no guidance is provided as to what the dose of the second agent will be. 
No working examples or description of a method wherein the present compounds are 
administered in combination with an antiobesity agent are given in the Specification that 
would indicate the inventors had possession of the claimed invention (i.e. a combination 
therapy for treating obesity). 

Thus, although the disclosure mentions a combination therapy to treat obesity, 
the Specification does not provide adequate written description of the use of the instant 
compositions in combination with another agent (i.e. dosages, ratios, etc.). 
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Claim Rejections - 35 USC §112- Enablement 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

7. Claims 1-8 and 50-63 rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

The instant Claims are drawn to a method of treating obesity. The Specification 
defines "treating" to include administration of a compound of the present invention to 
prevent the onset of, alleviate the symptoms or complications of, or eliminate the 
disease, condition, or disorder (see Page 13, Lines 10-14). Thus, the recitation of 
"treating" in the instant Claims would include the prevention or elimination of obesity, 
which is defined as a body mass index (BMI) of greater than 27.8 kg/m 2 for men and 
27.3 kg.m 2 for women (Page 1 5, Lines 9-14). For said treatment to occur, the instant 
method would have to reduce weight (i.e. lower the BMI to below 27.8 kg/m 2 for men 
and 27.3 kg.m 2 for women). Undue experimentation would be required for one of 
ordinary skill to practice the claimed invention. 

The factors to be considered in determining whether undue experimentation is 
required are summarized In re Wands 858 F.2d 731, 8 USPQ2d 1400 (Fed. Cir., 1988). 
The Court in Wands states: "Enablement is not precluded by the necessity for some 
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experimentation such as routine screening. However, experimentation needed to 
practice the invention must not be undue experimentation. The key word is 'undue,' not 
'experimentation.'" (Wands, 8 USPQ2d 1404). Clearly, enablement of a claimed 
invention cannot be predicted on the basis of quantity of experimentation required to 
make or use the invention. "Whether undue experimentation is needed is not a single, 
simple factual determination, but rather is a conclusion reached by weighing many 
factual considerations." (Wands, 8 USPQ2d 1404). The factors to be considered in 
determining whether undue experimentation is required include: (1) the quantity of 
experimentation necessary, (2) the amount or direction or guidance presented, (3) the 
presence or absence of working examples, (4) the nature of the invention, (5) the state 
of the prior art, (6) the relative skill of those in the art, (7) the predictability or 
unpredictability or the art, and (8) the breadth of the claims. While all of these factors 
are considered, a sufficient amount of prima facie case is discussed below. 

The instant specification fails to provide guidance that would allow the skilled 
artisan to practice the instant invention without resorting to undue experimentation, as 
discussed in the subsections set forth below: 1 j 

1. The quantity of experimentation necessary 

The skilled artisan would expect the etiology of obesity to be complex and be 

caused by the interactions of multiple biological pathways and therefore, highly 

i 

unpredictable, absent a clear understanding of the structural and biochemical basis for 
the absolute treatment of obesity. The instant specification sets forth no such 
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understanding or any criteria for extrapolating beyond those methods actually 
demonstrated. 

The burden of enabling the treatment of obesity (i.e. the need for additional 
testing) would be greater than that of enabling a treatment for the symptoms of obesity 
in a human. In the instant case, the specification does not provide guidance as to how 
one skilled in the art would go about the absolute treatment of obesity (i.e. weight 
reduction) or how a human could be kept (i.e. prevented) from becoming obese. 
Further, there is no guidance provided as to a specific protocol to be utilized in order to 
prove the efficacy of the presently claimed method of treating obesity in a human. 
Specifically, it is highly unlikely, and the Office would require experimental evidence to a 
claim such as that of Claim 1 , which claims to treat obesity (i.e. reduce weight or 
prevent onset of obesity) by the simple administration of a compound of Formula I, for 
example! 

2. The amount of direction or guidance provided 

The specification provides no direction for ascertaining how to absolutely treat 
obesity and the applicant has not demonstrated that the method of using a compound of 
Formula I, for example, can reasonably be expected, a priori, to exhibit the requisite 
reduction in weight necessary for the treatment of obesity. Further, Applicant has 
provided no guidance on how the compounds of Formula I could be used to prevent the 
onset of obesity, since, by their definition, "treatment" can include preventing the 
condition from occurring. 
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3. Presence or absence of working samples 

Only a limited selection of specified methods for administering the compounds of 
Formula I are enumerated by the specification, and the working examples are even 
more limited. Although the applicant has demonstrated the use of these compounds for 
the inhibition of CYP2C9 (Example 7), the lowering of glucose (Examples 8 and 9), the 
improvement in insulin resistance and Impaired Glucose Tolerance (Example 10), and 
the lowering of cholesterol (Example 11), they have not provided any working examples 
demonstrating a reduction in weight that would be expected with a compound that treats 
obesity. Further, no examples are provided demonstrating that the compounds of the 
present invention can be used to treat the underlying cause of obesity. The above 
examples only show that the compounds reduce some symptoms and conditions 
associated with obesity, although no demonstration of weight loss is shown. In fact, no 
mention of the instant compositions being able to reduce weight is present in the 
disclosure. 

4. The nature of the invention 

The claimed invention relates to the absolute treatment of obesity, which by 
definition would include reduction in weight, i.e. reducing the BMI below the threshold of 
obesity as defined by the World Health Organization (see Specification, Page 15, Lines 
9-11). 

5. State of the prior art 

Clinical Guidelines on the Identification, Evaluation, and Treatment of Overweight 
and Obesity in Adults, NIH Publication No. 98-4083, September, 1998 represents a 
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standard publication in the art and as such is directed to those having skill in the art. To 
date, there are no known agents that can safely and solely be used to reduce weight in 
humans without side effects. 

6. Relative skill of those in the art 

The relative skill of those in the art is generally that of a Ph.D. or M.D. 

7. Predictability of the art 

Clinical Guidelines on the Identification, Evaluation, and Treatment of Overweight 
and Obesity in Adults demonstrates the unpredictability of the claimed subject matter. 

In the instant case, Claims 1-8 and 50-63 recite the limitation "treatment of 
obesity" however this particular condition is only briefly mentioned in the Specification. 
The Specification provides a definition of obesity and mentions that the compounds of 
the present invention can be used to treat obesity but does not disclose how one would 
use the present compounds to reduce weight. Although there are working examples of 
the present compounds being used to treat some conditions associated with obesity, no 
working examples or description regarding the use of these compounds for the 
treatment of obesity (which would necessarily include reducing weight) are present in 
the disclosure. The nature of the invention is complex, being directed to biological and 
physiological processes and the manipulation of those processes in obtaining weight 
loss in humans. The state of the prior art is silent with respect to whether or not these 
compounds are effective in eliciting weight loss in humans. Whether or not a particular 
biological molecule will have an effect on weight loss in humans is unpredictable, in that 
it requires empirical screening. In view of all of these factors and the lack of description 
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in the disclosure regarding the use of the present compounds in a composition for 
eliciting weight loss in humans, undue experimentation would be required of the skilled 
artisan to practice the claimed invention. 

Given the above, it is clear that the art to which the instant invention relates 
involves a relatively high degree of unpredictability. 

8. Breadth of the Claims 

The Claims are drawn to the general treatment of obesity, which includes 
preventing the onset of, alleviating the symptoms or complications of, or eliminating the 
disease, condition, or disorder itself. By treating, the invention in drawn to both 
reducing weight (eliminating the condition) and/or preventing weight gain (preventing 
the onset of the condition). 

Thus, the specification fails to enable one of ordinary skill in the art to practice 
and use the methods of Claims 1-8 and 50-63. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 
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A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

8. Claims 1-8 and 50-63 rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-17 of U.S. Patent No. 6,624,194, 
directed to a method of treating Type 2 diabetes; claims 1-17 of U.S. Patent No. 
6,646,004, directed to a method of modulating insulin resistance; claims 1-6 of U.S. 
Patent No. 6,613,802, directed to a method of treating hyperuricemia; and claims 1-11 
of U.S. Patent No. 6,262,1 18, directed to a method of treating Type 2 diabetes. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because each of the cited patents disclose methods of treating conditions 
associated with obesity (see Applicant's disclosure on page 15, Lines 9-14) and would 
thus render the instant method of treating obesity obvious. 

9. Claims 1-8 and 50-63 are provisionally rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over claims 16-22 
and 24-30 of copending Application No. 10/432,742, directed to a method of modulating 
insulin resistance and claims 1-9, 13-14 and 56-61 of copending Application No. 
10/382,186, also directed to a method of treating insulin resistance. Although the 
conflicting claims are not identical, they are not patentably distinct from each other 
because each of the cited applications disclose methods of treating conditions 
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associated with obesity (see applicants disclosure on page 15, Lines 9-14) and would 
thus render the instant method of treating obesity obvious. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Applicant's arguments dated 1/10/2006 have been entered into the record. 
However, since the present application is not in a condition of allowance and other 
rejections are still pending, it is proper for Examiner to maintain the provisional rejection 
of obvious4ype double patenting. 

i 

! 

Conclusion 

10. No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 

CFR 1.136(a). 

i 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James D. Anderson whose telephone number is 571- 
272-9038. The examiner can normally be reached on MON-FRI 9:00 am - 5:00 pm 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-0951 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). _ 




Jamies D. Anderson 
Examiner 
Art Unit 1614 
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